THL'S OPI NI ON WAS NOT__ WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered
today (1) was not witten for publication in a | aw
journal and (2) is not binding precedent of the
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ON BRI EF

Before WNTERS, WLLIAMF. SMTH, and LORIN, Admi nistrative
Pat ent Judges.

W NTERS, Adninistrative Patent Judge.

DECI S| ON ON APPEAL

|. This is an appeal fromthe final rejection of clains
13 through 18 and 22 through 26, all the clainms remaining in
t he present application.

1. Background

Frequently, patients infected with the Human

| mmunodeficiency Virus (H V) have acconpanyi ng neurol ogi cal
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conplications. This 1is manifested by denyelination, in the

form

of multifocal progressive |eukoencephal opathy. Synptons range
from slight psychic disturbance to a clear neurol ogica
syndrome. Approximately ten percent of AIDS patients show
serious neurol ogi cal synptons (aphasia, ataxia, areflexia,

i ncludi ng paralysis and | oss of sphincteric control); and in
sixty-two percent of HI V-positive subjects, organic nental

di sturbances are described |eading to alteration of the
cognitive functions and to denentia. Specification, page 1
line 14, to page 2, line 3. The literature has reported that
H V-positive patients with acconpanyi ng neurol ogi cal
conplications can exhibit deficiencies in 5-methyl-
tetrahydrofol ate (MHF) and S-adenosyl net hi oni ne (SAMe).
Specification, page 2, lines 3-5. Data fromthe literature
suggest that deficiencies in MITHF and SAMe can be the cause of
neur ol ogi cal degeneration in AIDS patients. Specifica-tion,
page 2, line 16, to page 3, line 3. Admnistration of

nmet hi oni ne and bet ai ne has been suggested to correct these

met abol i ¢ defi ci enci es. R Surtees et al., The Lancet, vol.
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335, March 1990. Specification, at page 3, lines 4-5.

However, appellant has found that adm nistering nethionine and
betai ne at doses of 6 g/day for 14 days was not able to
significantly increase MIHF and SAMe body fluid |evels.

Specification, page 3, |lines 6-8.

[, Repr esentative cl ai nms

Clains 15, 17, 22, and 23 are illustrative of the subject
matter on appeal and read as foll ows:

22. A therapeutic nethod for treating neurol ogical
affections [sic] selected fromthe group consisting of
subacute encephalitis associated with denentia and vacuol ar
nmyel opat hi es conprising admnistering to a patient in need
thereof a therapeutically effective anount of at |east one
menber selected fromthe group consisting of S-adenosyl -
met hi oni ne salt, 5-nmethyltetrahydrofolic acid and 5-
formyl tetrahydrofolic acid.

15. A therapeutic nmethod according to claim 22, wherein
t he S-adenosyl nethionine is adm nistered at doses rangi ng from
100 and 2000 ny/ day.

17. A therapeutic nmethod according to claim 22,
wherein 5-nmethyltetrahydrofolic acid or 5-
formyltetrahydrofolic acid is admnistered at doses rangi ng
from 20 and 200 ng/ day.

23. A therapeutic nethod according to claim?22, wherein
t he S-adenosyl-nethionine salt is admnistered at the sane
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time or at close intervals with 5-nmethyltetrahydrofolic acid
or with 5-fornyltetrahydrofolic acid.

| V. Ref er ences

The references relied on by the exam ner are:

Le G azie 5, 059, 595 Cct. 22, 1991
Surtees et al. (Surtees), “Central -nervous system

met hyl - group netabolismin children with

neurol ogi cal conplications of HV infection,” The
Lancet, vol. 335, pp. 619-621 (1990).

V. Rejections

The clains stand rejected as foll ows:

Clainms 17, 18 and 22 under 35 U.S.C. § 102(e) as
anticipated by Le G azie.

Clainms 13 through 18 and 22 through 26 under 35 U.S.C. §
103 as unpatentabl e over the conbi ned teachings of Le G azie
and Surt ees.

VI. Discussion

A. Rejection of clainms 17, 18 and 22 under 35 U.S.C.
8 102(e) as anticipated by Le G azie.

1. The clainmed subject matter is drawn to a therapeutic
met hod for treating neurological afflictions selected fromthe
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group consisting of subacute encephalitis associated with
denentia and vacuol ar nyel opat hies. The nethod conpri ses
admnistering to a patient in need thereof a therapeutically
effective anount of at |east one nenber selected fromthe
group consi sting of S adenosyl-nethionine salt, 5-
nmet hyl t etrahydrofolic acid and 5-fornyltetrahydrofolic acid.
2. Anticipation under 35 U S.C. 8 102 requires a prior
art reference to disclose each and every elenment set forth in

the clains. See RCA Corp. v. Applied Digital Data System

nc

730 F.2d 1440, 1444, 221 USPQ 385, 388 (Fed. Cir. 1984).
3. Le Gazie discloses a therapeutic nethod for treating

organi c nmental disorders, in particular senile and presenile

pri mary degenerative Al zhei ner denentia and nul tiinfarctual
denmentia. The nethod conprises orally adm nistering a

t herapeu-tically effective anount of 5-nethyl-tetrahydrofolic
acid or 5-fornyl-tetrahydrofolic acid or a pharmaceutically
acceptable salt thereof in a controlled release form Le
Grazie, col. 1, lines 11-21, col. 2, lines 7-46. However, Le

Grazie does not disclose treating a patient afflicted with
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subacute encephalitis associated with denentia or vacuol ar
nmyel opat hi es.

4. In the Brief, pages 8 through 11, appellant argues
that there are significant distinctions between the organic
ment al di sorders described by Le Grazie and “subacute
encephalitis associated with denmentia and vacuol ar
nmyel opat hies” recited in claim?22. Appellant argues that
Le Gazie is directed to treating neuro-degenerative
pat hol ogi es, whereas the clained therapeutic nmethods are
directed to treating pathol ogies “having a conpletely
different origin.” Brief, page 8, |line 15, through page 9,
line 7; and page 9, lines 20-23. Appellant further argues
that senile or presenile denentia caused by Al zheiner’s
di sease and nultiinfarctual denentia have a different etiol ogy
t han denentia caused by encephalitis. Brief, page 10, |ines
1-9. The Rule 132 Declaration of Pietro Monaco, Paper No. 21,
filed 10 April 1995, defines subacute encephalitis as

“infl ammati on of the

brain,” and vacuol ar nyel opathy as “a di sease of the spinal

cord.” According to Monaco, denentia associated with subacute
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encephalitis is caused by an inflanmmatory state of the brain;
in contrast, senile or presenile denentia caused by
Al zhei nmer’ s disease is characterized by diffuse cerebra
cortical atrophy, and mcroscopically by the presence of
argyrophil cells, loss of neurons, and neurofibrillary
tangl es. Monaco states that nmultiinfarctual dementia is
generated by the presence in the brain of a series of infarcts
(localized circunscribed areas of ischemc tissue necrosis,
due to inadequate blood flow, and cannot be consi dered
equi valent to denentia associated with encephalitis.

5. The exam ner argues that “appellant’s encephalitis
associated with denmentia and of vacuol ar nyel opathies is
i nherently enconpassed in the denentia of the reference,
especially in the absence of evidence to the contrary.”
Answer, page 4, lines 8-11. However, the examner fails to
provide a basis in fact or technical reasoning which would
reasonably support the determ nation that encephalitis
associated with denmentia and vacuol ar nyel opat hies are

i nherently disclosed by Le Gazie. See Ex parte Levy, 17

USP2d 1461, 1464 (Bd. Pat. App. & Inter. 1990), and cases

cited therein.
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The exam ner admts that the etiology of denentia caused
by encephalitis differs fromthat caused by Al zheiner’s
di sease, as shown in the Mnaco declaration. However, the
exam ner states that “appellant has not conclusively shown the
experinmental evidence, so that the two phenonena can be
di stingui shed.” Answer, page 4, lines 22-23.

The exam ner does not provide facts or scientific
reasoni ng whi ch woul d cast doubt on statenents in the Monaco
declaration that senile or presenile denentia caused by
Al zhei mer’ s di sease and nultiinfarctual denentia have a
conpletely different pathology fromdenentia caused by
encephal itis.

On this record, the exam ner has not shown that treating
patients afflicted with subacute encephalitis associated with
denmentia or vacuol ar nyel opat hi es by adm ni stering 5-nethyl -
tetrahydrofolic acid or 5-fornyl-tetrahydrofolic acid is
described by or inherently flows fromLe G azie.

Accordingly, we reverse the exam ner’s decision rejecting
clains 17, 18 and 22 under 35 U. S.C. 8 102(e) as antici pated

by Le G azie.
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B. Rejection of clains 13 through 18 and 22 through 26

under 35 U. S.C. 8§ 103 as unpatentabl e over the conbined

teachings of Le Grazie and Surtees.

1. To establish prima facie obviousness of the clai ned

subject matter, all the claimlimtations nust be taught or

suggested by the prior art. See In re Royka, 490 F.2d 981,

985, 180 USPQ 580, 583 (CCPA 1974).

2. For the reasons previously set forth, Le Gazie fails
to disclose treating a patient afflicted with subacute
encephalitis associated wth denmentia or vacuol ar
myel opat hies. Surtees discloses that |evels of S
adenosyl net hi oni ne and 5-net hyl -tetrahydrofolate in the
cerebrospinal fluid (CSF) of children afflicted with subacute
H V encephalitis and neurol ogi cal conplications are | ower than
those determned in a reference popul ation of children. Low
| evel s of S-adenosyl net hi oni ne and 5-net hyl -tetrahydrofol ate
denonstrate defective nmethyl-group netabolism which Surtees
suggests may be related to the neurol ogi cal danage in HV
infection. Surtees, page 619, paragraph bridging cols. 1 and
2; page 621, first full paragraph; Fig. 1. Though Surtees
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suggests that treatnent wth nmethyl -group donors such as
bet ai ne and net hi oni ne could be useful in HHV infection if the
role of defective nethyl-group netabolismis confirned,
nevert hel ess, Surtees does not disclose or suggest

treating children with H V-encephalitis by adm ni stering

S-adenosyl nethionine salt or 5-nethyl-tetrahydrofolic acid, as
recited in claim22. Accordingly, Surtees does not make up
the deficiencies of Le Grazie, and we reverse the exam ner’s
decision rejecting clains 13 through 18 and 22 through 26
under 35 U.S.C. 8§ 103 as unpatentabl e over the conbined

di scl osures of Le Grazie and Surtees.

VI1. Concl usion

In conclusion, for the reasons set forth in the body of
this opinion, we reverse the exam ner’s decision rejecting
clainms 13 through 18 and 22 through 26.

REVERSED

SHERVAN D. W NTERS
Adm ni strative Patent Judge

N N N
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BOARD OF PATENT

WLLIAMF. SM TH APPEALS
Adm ni strative Patent Judge AND
| NTERFERENCES

HUBERT C. LORIN
Adm ni strative Patent Judge
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